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DecIarsttion of Richard V. A~habsMan. M.D., 
F.A.C.E.P. 

I, Richard V. Aghababkn, M.D., F.A.C.E.P., hereby submit &is 

declaration in arder to provide informaljon about the WC of Adenoczrdep (adenosinc 

injection) in the emergency room and ambulance settings. I have extensive experience in 

the USC and administration of Aclenocard’ as well as with emergency roam and 

~bulawe practices. I am a Fellow ax~cl past President ofthe Americnrr College of 

EmfT$mcy Physicians and am Board cetied by, among others, the American Board of 

Emergency Medicine. I am curreutly Assaciate Dean, Co&inuing Medical E!ducatiun, of 

the University of Massachusetts Medical School, as well as the Chair af the Depmeot 

CI~ Emergency Medicine. My C.V. is attached hereto as Appendix A. 

I hmeby declare as follows: 

1. I am familiar with tithe drug Adenoca.rd@, which is indicated for conversion to 
sinus rhythm ofparoxysmal supravenlrictiar tactiycardia (PSVT), including rhat 
associated with accessary bypass WLIS (WolfW.tkinson-We Syodrome). 
Adenocard’ is primarily used in an emergency room or ambulance s&ring. III 
most cases, need for the produ,ct is sudden, ~mcl. speed of administiation is critical. 

2. It is important in emergency situations to have the proper dose of adenosine 
prepared and ready to use, preferably in a pre-fiIIed syringe or in a single use vial. 

3, Adenacard’ is available in pre-filled 2 ml and 4 ml syringas, CIT gmtically as 
adenosine in 2 ml aTld 4 ml vials, corresponding to tie rcxxmunmded dosages for 
the product. 

4. I have been asked whet&r prnvidon of adanosine for treatment of PSW in larger 
6 ml M 10 ml multidose vials would be beneficial or use&l. It is my opinion that 
such larger vials would not be us&~11 in an emergency setting and I would not u6e 
or purchase them for my emergency mom for tc4343wrtt of PSVT. 

5. First, injecting the proper dose %am a .multi-dose vial will require additional time 
and measurement cmnpared IO rhc single dose vials or pre-filled syringes. Any 
dosage form that increases delivery rime or requires multiple steps is not 
appropriate in an mergmcy setting. 
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Use of multi-dose vials raises the possibility of dosing errors and other safety 
hazards in administration. Indeed, the current pm-filled syringe packaging is 
ideaI because it minimizes the cbarxces of needle-stick injuries as well as dosing 
errors. The concern over injury or dosing ercar is heightened in an emergency 
mom setting where speed of administration is critical. Delays or errors in 
administration can have serious resti es for patients. 

Emergency room personnel learn to recognize drug packaging and rely, at least in 
part, on tie sirnikuity in p&aging to conlirm that they 8re providing thhe drug 
they i.ntend to administa. Thus, lbelieve that it is imp4rimt in emergency 
medicine for all makers of the same drug subsrance to provide the drug in the 
same or very simihtr format. 

The introd,uction of a new larger vial size would require extensive reuairdng for 
emergency personnel. Emergency persmntel are trained to respond in a refhive, 
almost automatic fashion to emergency situations. Changing these conditioned 
responses would require extensjve retrahlng. If you vary the routine, for example 
with diffcrcnt packaging or requiring injecting less than the entire vial or syringe, 
people will have to be retrained to respond in a djfferent way. 

in my experience, I try to avoid such rerrajning if ti ah possible. It is time 
consuming, and hs costly. It takes the already limited time of the emer@ncy 
room personnel for a purpose other &an treating patiak. Retraining in the 
administration of an already familiar drug also causes confusion, If the retraining 
is not sufficient in the first instance, confusion can lead to Errol in critical 
situations. 

10. Multi-dose vials are particularly problematic where different nurses may traat the 
same patient. In such a case, tie second nurse may not kuaw the history of the 
vial rhat had been used for the ik-st adenosine dose, and would be reluctant to 
reuse the Gal where the second or third doses can be administered Up to halfan 
hour apart or longer, In addition, going back into a vial to draw an additianal 
dose is nat a good idea, as the vial may no longer be sterile. 

11. A number o e adverse effects are possible if a patient were mistakenly given a 30 
mg dose of adenosine in a rapid injetion. These could range fkom making rhe 
patient very uncomfortable to inducing an unstable rhythm tillat could deterioraR 
and even cause death. It is impossible to predict in advance who could be 
adversely affected by a large dose as certain patients can be unusually sensitive. 

12. In summary, time is little need or justification for larger vial sizes of acknosine 
for the currently approved indication for Adcnocard@. Use of these multi-dose 
vials would raise si~tifieant safety concerns as well BS economic concem~ related 
to retraining of personnel. 
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I declare under penalty of perjury that the foregoing is true and correct, IO 

the best of my knawled ge, hlfonnatioa, and belieI. Executed on October 3 2004, in 
iA3 oyQ&~,masscc~ ’ 

Richard V. kghababian, M.D., F.A.C.EP, 
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Florida Emergency Medlcme Foundation Meetmg 
St. Petersburg, Florida 

Caring for Children During Disasters 
University of Massachusetts Medical School 
Office of Continuing Medical Education 
Shrewsbury, Massachusetts 

Stress Amongst Disaster Medical Responders 
The Hungarian American Medical Society 
Sarasota. Florida 

Disaster Response 
The Danish Emergency Medical System 
Sponsored by the Danish Parliament 
Copenhagen, Denmark 

Resuscitation Efforts During Disaster Response 
The 4” Asia-Pacific Conference on Disaster Medicine 
Sapporo, Japan 

Field Trial of the Oxylator EM-100 m the Prehospltal Setting 
European Resuscitation Council 
Poster Presentation 
Resuscitation 98 
Copenhagen, Denmark 

Disaster Medicine for Emergency Physicians 
Lehigh Valley Hospital 
Department of Emergency Medicine 
Bethlehem, Pennsylvania 

When the Hospital is the Disaster Site 
First European Council on Emergency Medicine 
San Marino, Italy 

Disaster Medical Care: The Emergency Medicine Perspective 
University of Pittsburgh 
Department of Emergency Medicine Grand Rounds 
Pittsburgh, Pennsylvania 

Section Chair for Disaster Medicine and International Emergency Medicine 
Seventh lntemational Conference on Emergency Medicine 
Vancouver, B.C., Canada 

Childrens Emergencies in Disasters 
The National Congress on Childhood Emergencies 
Washington, DC 

The Evolution of Emergency Medicine in the US and Israel 
Israel Association for Emergency Medicine Annual Meeting 
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1998 

1998 

1998 

1998 

CD-ROM 

2002 - December 

Jerusalem Israel 

Emergerq Department Management of Acute Stroke 
Indiana ACEP Annual Meeting 
Indianapolis, Indiana 

Model Disaster Training Curriculum 
Childrens’ Emergencies in Disaster: A National EMS-C Workshop 
Orlando, Florida 

Risk Management, Emergency Medicme Perspective 
Predicting Injuries Associated with Natural and Manmade Disasters 
Royal College of Surgeons of Ireland-Charter Day Meeting 
Dubhn, Ireland 

Management of Radiation Disasters 
AIHA Emergency Medicine Traming Center 
Moscow, Russia 

Acute Coronary Syndrome: A New Paradigm For Emergency Management 
American College of Emergency Physicians, 

Training for Radiation Emergency Preparedness and Response 
International Atomic Energy Agency 

EXTRAMURAL GRANTS 

2004-2005 FUJISAWA, SCIOS, BIOSITE, GLAXO-SMITH CLINE LABS, AVENTIS 
The Management of Cardiac Emergency 

2003 - 2004 SCIOS UNRESTRICTED EDUCATIONAL GRANT 
Advances m the Management of Acute Heart Failure 

2001- 2003 AVENTIS PHARMACEUTICALS 
Initial Management of Community-Acquired Pneumonia 
Supported by an unrestricted educational grant 

2000 - 2002 WYETH AYERST PHARMACEUTICALS/BRISTOL-MEYERS/SCIENTIFIC 
PARTNERSHIPISCIOS, INCFUJISAWA INC 
Program Director 
The Management of Acute Coronary Syndromes, 2000 
Unrestricted educational grants to UMMS for the development and implementation of 
State of the Art CME programs 

1998 - 1999 

1997 - 2001 

THE EMERGENCY MEDICINE FOUNDATION 
Innovation m Medical Education Grant 
Physical Diagnosis Training in the Emergency Department 
Amber Crowley, UMMS Medical Student and RV Aghababian, MD 

INTERN,L\TIONAL ATOMIC ENERGY COMMISSION 
Co-Principle Investigator with E. Hirsh, MD, Dept. of Surgery, Boston University 
Medical Education and Inter-Regional Harmonization Program 
For Nuclear Accident Preparedness 
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1996- 1999 U.S. HEALTH RESOURCES & SERVICES ADMINISTRATION 
Principle Investigator 
Medical Care of Children During Disaster 
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